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through heightened scrutiny, based on 
information presented by the State or 
other parties, that the setting does not 
have the qualities of an institution and 
that the setting does have the qualities 
of home and community-based set-
tings. 

(6) Home and Community-Based Set-
tings: Compliance and Transition: 

(i) States submitting new and initial 
waiver requests must provide assur-
ances of compliance with the require-
ments of this section for home and 
community-based settings as of the ef-
fective date of the waiver. 

(ii) CMS will require transition plans 
for existing section 1915(c) waivers and 
approved state plans providing home 
and community-based services under 
section 1915(i) to achieve compliance 
with this section, as follows: 

(A) For each approved section 1915(c) 
HCBS waiver subject to renewal or sub-
mitted for amendment within one year 
after the effective date of this regula-
tion, the State must submit a transi-
tion plan at the time of the waiver re-
newal or amendment request that sets 
forth the actions the State will take to 
bring the specific waiver into compli-
ance with this section. The waiver ap-
proval will be contingent on the inclu-
sion of the transition plan approved by 
CMS. The transition plan must include 
all elements required by the Secretary; 
and within one hundred and twenty 
days of the submission of the first 
waiver renewal or amendment request 
the State must submit a transition 
plan detailing how the State will oper-
ate all section 1915(c) HCBS waivers 
and any section 1915(i) State plan ben-
efit in accordance with this section. 
The transition plan must include all 
elements including timelines and 
deliverables as approved by the Sec-
retary. 

(B) For States that do not have a sec-
tion 1915(c) HCBS waiver or a section 
1915(i) State plan benefit due for re-
newal or proposed for amendments 
within one year of the effective date of 
this regulation, the State must submit 
a transition plan detailing how the 
State will operate all section 1915(c) 
HCBS waivers and any section 1915(i) 
State plan benefit in accordance with 
this section. This plan must be sub-
mitted no later than one year after the 

effective date of this regulation. The 
transition plan must include all ele-
ments including timelines and 
deliverables as approved by the Sec-
retary. 

(iii) A State must provide at least a 
30-day public notice and comment pe-
riod regarding the transition plan(s) 
that the State intends to submit to 
CMS for review and consideration, as 
follows: 

(A) The State must at a minimum 
provide two (2) statements of public no-
tice and public input procedures. 

(B) The State must ensure the full 
transition plan(s) is available to the 
public for public comment. 

(C) The State must consider and 
modify the transition plan, as the 
State deems appropriate, to account 
for public comment. 

(iv) A State must submit to CMS, 
with the proposed transition plan: 

(A) Evidence of the public notice re-
quired. 

(B) A summary of the comments re-
ceived during the public notice period, 
reasons why comments were not adopt-
ed, and any modifications to the tran-
sition plan based upon those com-
ments. 

(v) Upon approval by CMS, the State 
will begin implementation of the tran-
sition plans. The State’s failure to sub-
mit an approvable transition plan as 
required by this section and/or to com-
ply with the terms of the approved 
transition plan may result in compli-
ance actions, including but not limited 
to deferral/disallowance of Federal Fi-
nancial Participation. 

[46 FR 48541, Oct. 1, 1981, as amended at 50 FR 
10026, Mar. 13, 1985; 59 FR 37717, July 25, 1994; 
65 FR 60107, Oct. 10, 2000; 79 FR 3029, Jan. 16, 
2014] 

§ 441.302 State assurances. 

Unless the Medicaid agency provides 
the following satisfactory assurances 
to CMS, CMS will not grant a waiver 
under this subpart and may terminate 
a waiver already granted: 

(a) Health and Welfare—Assurance 
that necessary safeguards have been 
taken to protect the health and welfare 
of the beneficiaries of the services. 
Those safeguards must include— 
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(1) Adequate standards for all types 
of providers that provide services under 
the waiver; 

(2) Assurance that the standards of 
any State licensure or certification re-
quirements are met for services or for 
individuals furnishing services that are 
provided under the waiver; and 

(3) Assurance that all facilities cov-
ered by section 1616(e) of the Act, in 
which home and community-based 
services will be provided, are in compli-
ance with applicable State standards 
that meet the requirements of 45 CFR 
part 1397 for board and care facilities. 

(4) Assurance that the State is able 
to meet the unique service needs of the 
individuals when the State elects to 
serve more than one target group 
under a single waiver, as specified in 
§ 441.301(b)(6). 

(i) On an annual basis the State will 
include in the quality section of the 
CMS–372 form (or any successor form 
designated by CMS) data that indicates 
the State continues to serve multiple 
target groups in the single waiver and 
that a single target group is not being 
prioritized to the detriment of other 
groups. 

(ii) [Reserved] 
(5) Assurance that services are pro-

vided in home and community based 
settings, as specified in § 441.301(c)(4). 

(b) Financial accountability— The 
agency will assure financial account-
ability for funds expended for home and 
community-based services, provide for 
an independent audit of its waiver pro-
gram (except as CMS may otherwise 
specify for particular waivers), and it 
will maintain and make available to 
HHS, the Comptroller General, or other 
designees, appropriate financial 
records documenting the cost of serv-
ices provided under the waiver, includ-
ing reports of any independent audits 
conducted. 

(c) Evaluation of need. Assurance that 
the agency will provide for the fol-
lowing: 

(1) Initial evaluation. An evaluation of 
the need for the level of care provided 
in a hospital, a NF, or an ICF/IID when 
there is a reasonable indication that a 
beneficiary might need the services in 
the near future (that is, a month or 
less) unless he or she receives home or 
community-based services. For pur-

poses of this section, ‘‘evaluation’’ 
means a review of an individual bene-
ficiary’s condition to determine— 

(i) If the beneficiary requires the 
level of care provided in a hospital as 
defined in § 440.10 of this subchapter, a 
NF as defined in section 1919(a) of the 
Act, or an ICF/IID as defined by 
§ 440.150 of this subchapter; and 

(ii) That the beneficiary, but for the 
provision of waiver services, would oth-
erwise be institutionalized in such a fa-
cility. 

(2) Periodic reevaluations. Reevalua-
tions, at least annually, of each bene-
ficiary receiving home or community- 
based services to determine if the bene-
ficiary continues to need the level of 
care provided and would, but for the 
provision of waiver services, otherwise 
be institutionalized in one of the fol-
lowing institutions: 

(i) A hospital; 
(ii) A NF; or 
(iii) An ICF/IID. 
(d) Alternatives—Assurance that when 

a beneficiary is determined to be likely 
to require the level of care provided in 
a hospital, NF, or ICF/IID, the bene-
ficiary or his or her legal representa-
tive will be— 

(1) Informed of any feasible alter-
natives available under the waiver; and 

(2) Given the choice of either institu-
tional or home and community-based 
services. 

(e) Average per capita expenditures. As-
surance that the average per capita fis-
cal year expenditures under the waiver 
will not exceed 100 percent of the aver-
age per capita expenditures that would 
have been made in the fiscal year for 
the level of care provided in a hospital, 
NF, or ICF/IID under the State plan 
had the waiver not been granted. 

(1) These expenditures must be rea-
sonably estimated and documented by 
the agency. 

(2) The estimate must be on an an-
nual basis and must cover each year of 
the waiver period. 

(f) Actual total expenditures. Assur-
ance that the agency’s actual total ex-
penditures for home and community- 
based and other Medicaid services 
under the waiver and its claim for FFP 
in expenditures for the services pro-
vided to beneficiaries under the waiver 
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will not, in any year of the waiver pe-
riod, exceed 100 percent of the amount 
that would be incurred by the State’s 
Medicaid program for these individ-
uals, absent the waiver, in— 

(1) A hospital; 
(2) A NF; or 
(3) An ICF/IID. 
(g) Institutionalization absent waiver. 

Assurance that, absent the waiver, 
beneficiaries in the waiver would re-
ceive the appropriate type of Medicaid- 
funded institutional care (hospital, NF, 
or ICF/IID) that they require. 

(h) Reporting. Assurance that annu-
ally, the agency will provide CMS with 
information on the waiver’s impact. 
The information must be consistent 
with a data collection plan designed by 
CMS and must address the waiver’s im-
pact on— 

(1) The type, amount, and cost of 
services provided under the State plan; 
and 

(2) The health and welfare of bene-
ficiaries. 

(i) Habilitation services. Assurance 
that prevocational, educational, or 
supported employment services, or a 
combination of these services, if pro-
vided as habilitation services under the 
waiver, are— 

(1) Not otherwise available to the in-
dividual through a local educational 
agency under section 602 (16) and (17) of 
the Education of the Handicapped Act 
(20 U.S.C. 1401 (16 and 17)) or as services 
under section 110 of the Rehabilitation 
Act of 1973 (29 U.S.C. 730); and 

(2) Furnished as part of expanded ha-
bilitation services, if the State has re-
quested and received CMS’s approval 
under a waiver or an amendment to a 
waiver. 

(j) Day treatment or partial hospitaliza-
tion, psychosocial rehabilitation services, 
and clinic services for individuals with 
chronic mental illness. Assurance that 
FFP will not be claimed in expendi-
tures for waiver services including, but 
not limited to, day treatment or par-
tial hospitalization, psychosocial reha-
bilitation services, and clinic services 
provided as home and community- 
based services to individuals with 
chronic mental illnesses if these indi-
viduals, in the absence of a waiver, 
would be placed in an IMD and are— 

(1) Age 22 to 64; 

(2) Age 65 and older and the State has 
not included the optional Medicaid 
benefit cited in § 440.140; or 

(3) Age 21 and under and the State 
has not included the optional Medicaid 
benefit cited in § 440.160. 

[50 FR 10026, Mar. 13, 1985, as amended at 59 
FR 37717, July 25, 1994; 65 FR 60107, Oct. 10, 
2000; 79 FR 3031, Jan. 16, 2014] 

§ 441.303 Supporting documentation 
required. 

The agency must furnish CMS with 
sufficient information to support the 
assurances required by § 441.302. Except 
as CMS may otherwise specify for par-
ticular waivers, the information must 
consist of the following: 

(a) A description of the safeguards 
necessary to protect the health and 
welfare of beneficiaries. This informa-
tion must include a copy of the stand-
ards established by the State for facili-
ties that are covered by section 1616(e) 
of the Act. 

(b) A description of the records and 
information that will be maintained to 
support financial accountability. 

(c) A description of the agency’s plan 
for the evaluation and reevaluation of 
beneficiaries, including— 

(1) A description of who will make 
these evaluations and how they will be 
made; 

(2) A copy of the evaluation form to 
be used; and if it differs from the form 
used in placing beneficiaries in hos-
pitals, NFs, or ICFs/IID, a description 
of how and why it differs and an assur-
ance that the outcome of the new eval-
uation form is reliable, valid, and fully 
comparable to the form used for hos-
pital, NF, or ICF/IID placement; 

(3) The agency’s procedure to ensure 
the maintenance of written docu-
mentation on all evaluations and re-
evaluations; and 

(4) The agency’s procedure to ensure 
reevaluations of need at regular inter-
vals. 

(d) A description of the agency’s plan 
for informing eligible beneficiaries of 
the feasible alternatives available 
under the waiver and allowing bene-
ficiaries to choose either institutional 
services or home and community-based 
services. 
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